10/589539 

MPijRec'dPcr/PTOie Atoms 

PCT/EP2005/050551 - 1 - 

2004P02273WOUS 

Description 

9 

Method for selecting a participant for a medical project with 
selection criteria for patients 

The invention relates to a method for selecting a participant 
for a medical project with selection criteria for patients. 

Medical projects are set up by various backers and sponsors for 
the purpose of testing, on patients, new medicaments, treatment 
methods, examination methods, medical procedures, guidelines 
for everyday hospital practice, or comprehensive treatment and 
care concepts, such as in disease management. Examples of such 
projects can be internal outcome analyses, investigations or 
research projects, or clinical studies. 

For patients taking part in a project of this kind, selection 
criteria are set down before the start of the project, and in 
most cases, after the project has started, these selection 
criteria can no longer be modified, or they can be modified 
only to a very minor extent. In the case of clinical studies, 
these selection criteria involve very detailed inclusion and 
exclusion criteria according to which patients are selected as 
'Study participants only if they comply with a strictly defined 
patient type. The narrower the selection criteria are 
formulated, the more difficult it is, in the course of the 
project, to find patients who meet the selection criteria and 
who are entered as participants in the study. 

Suitable patients are difficult to find particularly in cases 
where the selection criteria state that a patient is suitable 
for the relevant project only within a short time interval 
after a diagnosis has been made or a therapeutic step has been 
taken. The reason for this is that, for example in a given 
patient situation, the medicaments, diagnostic methods or 
treatment methods that are to be tested in the context of the 
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project have to be administered or initiated before what is 
generally the standard first line of treatment of the patient. 

The selection of suitable participants for a medical project 
has hitherto been carried out by a person responsible for this, 
for example by a physician who is informed about the medical 
project and the corresponding selection criteria and who comes 
across suitable patients in his everyday practice. A small crib 
carried around in the physician's pocket often serves as a 
memory aid. 

In ' this way, many patients suitable as participants are not 
recognized as such, because a treating physician is not 
informed of the project, or because a physician who has been 
informed of it does not routinely think about the project in 
his daily practice, does not correctly appreciate the selection 
criteria, or is overworked, overtired or inattentive. 

The object of the present invention is to improve the selection 
of a participant for a medical project with selection criteria 
for patients. 

The object is achieved by a method for selecting a participant 
for a medical project with selection criteria for patients, 
said method comprising the following steps: patient data 
contained in a data processing system and associated with 
patients are checked in respect of the selection criteria. The 
patient associated with the patient data is selected as a 
potential participant if the selection criteria are met. The 
patient is reported as a potential participant. 

Many different types of data processing systems are used in 
routine medical practice. These can be, for example, systems 
for administering a general practice, hospital administration 
systems, physicians' desktop computers, or apparatus for 
storing and processing data in the ward or laboratory area, 
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such as measurement apparatus or diagnostic apparatus in an 
intensive care ward or in a laboratory. All these apparatus 
determine, record or process a large amount of data associated 
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with patients. These data are, for example, the age, weight, 
blood pressure, pulse or blood counts of a specific patient. 

These patient data are checked in respect of the selection 
criteria for a medical project. This determines whether a 
patient meets the selection criteria for the project. A check 
in the data processing system is seamless, cannot be forgotten, 
and is able to be carried out rapidly and close to real time. 
None of the selection criteria can be overlooked. The selection 
is objective and does not depend on the stress, workload or 
state of fatigue of a person carrying out the selection. Since 
the patient data are related to an individual person, a 
conclusion can easily be drawn from the patient data back to 
the patient. In this way, a patient whose patient data meet the 
selection criteria is reliably and quickly selected as a 
potential participant. "Potential" participant signifies that 
while the patient meets the selection criteria and is thus 
considered as a participant, it does not mean that he actually 
participates in the medical project. For this, further 
conditions may have to be met, as are described below. If no 
further conditions are to be met, the potential participant is 
immediately also an actual participant. 

If the patient is selected as a potential participant, this is 
reported for example directly to the patient or to the person 
responsible for him, but preferably first to the data 
processing system which relays or further processes this 
information in a suitable manner. In this way, the patient or 
medical personnel are immediately informed of the patient's 
selection as a potential participant in the project. 

The selection of a potential participant is done by electronic 
comparison, and it can therefore be carried out in any 
location, in a reliable manner and close to real time. The 
medical personnel 
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are relieved of the task of selecting a potential participant 
and are informed only in the case where the patient meets the 
selection criteria. The technical implementation of the check 
of the selection criteria in the data processing system can be 
done, for example, by an external knowledge -based test system 
linked to the data processing system, by software agents or 
database triggers and stored procedures in the data processing 
system. 

The check in respect of the selection criteria can take place 
automatically when the patient data in the data processing 
system change. Such a change occurs, for example, as a result 
of a diagnostic or therapeutic step which is carried out on the 
patient and whose results or implementation are entered in the 
data processing system. If the patient whose patient data have 
been changed, or are changing, meets the selection criteria 
after said change and is selected as a potential participant, 
the time for recognizing the patient as a potential participant 
depends only on when the patient data in the data processing 
system are changed, and the time for the automatic check of the 
modified data can in most cases be ignored. If the data 
processing system is, for example, a measurement computer which 
is permanently linked up to the patient, for example an 
automatic blood pressure monitor, a change in the data is 
detected practically without time delay. The check of the 
selection criteria thus takes place as close as possible to 
real time and by purely electronic means. The selection of a 
potential participant is in this way made considerably quicker. 
Therefore, for each change in the characteristics of a patient 
which are characterized by the patient data, a check is carried 
out on whether the patient now meets the selection criteria of 
a project. 

If an agreement on the part of the potential participant is 
needed for conducting the medical project, this can be 
requested of the potential participant, that is to say the 
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patient. Further actions can also be initiated. Depending on 
the time frame available for the project, the patient can be 
informed in writing or can be spoken to directly. A physician 
responsible for the project or a physician treating the patient 
can be informed as quickly as possible, for example by phone, 
via text message or a pager. Only when the patient has agreed 
is he selected as a participant and reported as such. 

The selection of a patient as a potential participant can take 
place during a treatment of the patient that is correlated with 
the medical project. The request concerning participation is 
then generated during the treatment and transmitted to the 
patient. If the patient agrees, the treatment is continued on 
him as a participant in accordance with the medical project. 

Situations like this arise when for example, in the context of 
the medical project, time-critical treatment or diagnostic 
steps are necessary on the patient, or when the latter must 
under no circumstances receive any conventional treatment since 
this would make the conduct of the medical project impossible. 

Since the request is made to the patient immediately, that is 
to say during the treatment correlated with the medical 
project, for example a standard procedure for a specific 
diagnosis that cannot be combined with the medical project, the 
standard procedure can, if agreed, be immediately interrupted, 
and the new trial treatment according to the medical project 
can be pursued without delay and thus without disadvantage for 
patient and project. 

If rules of conduct are assigned to the medical project, this 
means that when a patient is selected as participant, these 
rules of conduct can be reported to a suitable recipient, 
preferably once again to the data processing system. The data 
processing system and, therefore, the responsible persons are 
therefore not only informed that a participant has been found 
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or selected, but are also supplied with additional information, 
for example about what is now to be done with or to the 
participant, which regulations or process steps are to be 
initiated, or, generally, which workflow is to be observed in 
the medical project. The fact that these rules of conduct can 
be sent from the data processing system to responsible persons 
or to the patient as far as possible without delay ensures that 
they are observed to the best possible extent. 

If the rules of conduct are assigned to the potential 
participant, that is to say the patient, a treating physician 
whose patient is suitable at a certain point in time as a 
participant for a project does not have to ask to be informed 
about the project, but instead immediately receives the 
specific and required information on how to proceed. This also 
makes matters easier for the medical personnel. The time needed 
to familiarize the medical personnel with the medical projects 
is reduced and an effective and speedy process ensured. 

A correct procedure according to the rules is guaranteed in 
particular when the rules of conduct are transmitted to a 
workflow management system which controls and monitors the 
further course of the medical project. This also includes 
automatic time and resource planning of personnel, laboratories 
and laboratory time, room occupancy, duty rosters, etc. 

If the project is a clinical study, additional advantages are 
achieved since, at the time its starts, a. great deal of time 
and money has usually already been invested, and its success 
mainly depends on finding a sufficient number of study 
participants. This is greatly improved by the method according 
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to the invention, leading to savings in terms of money and time 
for the backer or sponsor of the clinical study. 

The invention is described in more detail on the basis of an 
illustrative embodiment and with reference to the schematic 
drawing, in which: 

Fig. 1 shows the conduct of a method for selecting a 
participant for a clinical study with inclusion/ 
exclusion criteria for patients. 

In the following example, the invention is described on the 
basis of a clinical study, since generally standardized terms 
and formulations are widely known for clinical studies. 
However, the example can also be applied to other medical 
pro j ects . 

In a clinical study, a new medicament is tested which is 
intended to control acute inflammations in patients . An 
important aspect here is that the medicament has to be 
administered to the patient as a first treatment after the 
appearance of the inflammation, i.e. no generally customary 
treatment of the inflammation is conducted before the 
administration of the new medicament. The selection criteria 
for study participants are therefore - Inclusion criterion: the 
existence of an inflammation; Exclusion criterion: The patient 
has already been receiving treatment for the inflammation. 

The sequence for selecting a patient 50 as a participant for 
the clinical study is shown in Fig. 1. The patient 50, who has 
a severe inflammation, is admitted to an emergency department 
52 of a hospital. He is examined, as indicated by arrow 53, by 
an emergency physician 54 who confirms the inflammation. 

In an initial step 2, using a data terminal 55, the emergency 
physician 54 enters the diagnosis u Inflammation" together with 
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the personal details of the patient 50 as patient data 6 into a 
database 4 of a data processing system in the hospital, this 
operation being indicated by the arrow 56. Since the hospital 
in question is taking part in the abovementioned clinical 
study, the study sponsor has set up the database 4 with a 
database trigger which, for all keywords associated with 
inf laminations , instigates a check of the data set in which they 
occur . 

Since a new entry corresponds to a change of the patient data 
6, a verification step 8 is therefore executed. The 
inclusion/exclusion criteria 12 of the clinical study are read 
out from a study database 10 which contains all the information 
connected with the clinical study, and the patient data 6 are 
checked in respect of the inclusion/exclusion criteria 12, as 
is represented by the arrow 14. 

In the decision step 16, it is established that the patient 
data 6 meet the inclusion/exclusion criteria 12 of the study. 

Therefore, a YES decision 18 is taken in decision step 16. This 
leads to a report step 2 0 in which a report 60 is transmitted 
to the emergency physician 54 and to the database 4. The report 
states that the patient 50 associated with the patient data 6 
is suitable as a potential participant for the clinical study. 
The report 60 is output together with a warning bleep on the 
data terminal 55 in the emergency department 52 where the 
emergency physician 54 has entered the patient data 6. 

By means of the report to the administering system in the form 
of the database 4, various actions are triggered simultaneously 
in the hospital workflow: The schedules of physicians on duty 
are checked, and a study physician 58 who is responsible for 
the study is determined. Times are booked for expected 
laboratory work. A decision is made on whether the patient 50 
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is in fact to be administered the new active substance or a 
placebo. 

Verification step 8 and decision step 16 are carried out 
practically directly after the data has been input by the 
emergency physician 54. Therefore, the emergency physician 54 
has not yet begun an inflammation treatment customary for the 
symptoms with which the patient 50 has been diagnosed, but is 
instead still making preparations for this treatment. 

By means of the report 6 0 to the data terminal 55, however, the 
emergency physician 54 is informed of the clinical study and in 
the first instance does not treat the patient 50, but instead 
informs said patient of the clinical study according to the 
report 60 that has been sent. He learns from the report 60 that 
a person responsible for the study will take over the patient 
50 from him. 

In a further report step 22, a study physician 58 responsible 
for the clinical study in the hospital is sent a further report 
62 in the form of a message on his pager and in the form of a 
fax in his office. The study physician 58 is informed of all 
the steps that have to be taken on the patient 50 that are 
prescribed in the rules of conduct 64 of the clinical study. 
The rules of conduct 64 are stored in the study database 10. 

From the report 62, the study physician 58 learns that he will 
find the patient 50 in the emergency department 52, is to take 
over the patient from the emergency physician 54 there, and 
first has to obtain the consent of the patient 50 to 
participate in the clinical study. He then has to administer 
the new active substance to the patient. As a memory aid, the 
report 62 also informs him of how he is to monitor the course 
of the inflammation in the subsequent period according to the 
rules of conduct 64. 
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In a second example which is likewise explained with reference 
to Fig. 1, and whose sequence is largely the same as in the 
above description, a second patient 50 is admitted to the 
emergency department 52 of the hospital and, after an 
examination (arrow 53), his patient data 6 are entered into the 
database 4 by the emergency physician 54 . Because of a chronic 
inflammation, the patient 50 has already been being treated by 
a general physician (not shown) and is consulting the emergency 
department 52 because of an acute deterioration of his 
symptoms . 

In verification step 8, the patient data of the patient 50 are 
checked for the inclusion/exclusion criteria 12, and it is 
established that the inflammation of patient 50 has already 
been treated by the general physician. The exclusion criterion 
12 is therefore met, and the patient 50 is not suitable for 
participation in the study. 

Therefore, in decision step 16, the NO decision 24 is made, for 
which reason, in the final step 26, the patient 50 associated 
with the patient data 6 is rejected as a participant for the 
study, and no further action is taken. For this patient 50, the 
emergency physician 54 therefore continues as usual with the 
normal treatment of the inflammation. 



